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DETAILED ACTION 

1. The amendment filed November 17, 2008, is acknowledged and has been 
entered. Claims 1-19 have been canceled. Claims 40-59 have been newly added. 

2. The amendment filed December 17, 2008, is acknowledged and has been entered. 
Claims 40, 41 and 59 have been amended. 

3. Claims 40-59 are pending. Claims 55-58 have been withdrawn from further 
consideration pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. 

4. Claims 40-54 and 59 are currently subject to a requirement to elect a species of 
invention, as has been necessitated by the addition of new claims 47 and 48, which are 
directed to a plurality of species of the elected invention of Group I. 

Election/Restrictions 

5. The amendment filed December 17, 2008, presents claims 55-58, which are 
directed to an invention that lacks unity with the originally elected invention for the 
following reasons: 

In this case, the methods of claims 55-58 do not relate to the same single 
general inventive concept under PCT Rule 13.1 as the method of originally elected 
claim 59, because, under PCT Rule 13.2, they lack the same or corresponding special 
technical feature. 

Notably, as set forth in the restriction requirement mailed January 4, 2008, the 
technical feature recited in claim 1 is enhancing the activity of an antibody by making 
the antibody into a single-chain polypeptide comprising two or more light chain variable 
regions and two or more heavy chain variable regions which lacks inventive step in view 
of Fukishima, et al. (US PG PUB 2004/0058393, PCT filed April 1 7, 2001 ). Accordingly, 
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it is submitted that the methods set froth in claims 55-58 do not share the same 
technical feature as the elected invention. 

In this case, the processes set forth in claims 55-58 lack the intended use of 
enhancing the activity of an antibody of the elected invention, and require two different 
antibodies with bind different epitopes while the elected invention made the antibody 
into a single-chain polypeptide comprising two or more light chain variable regions and 
two or more heavy chain variable regions. 

Therefore, it is apparent that claims 55-58 are drawn to methods that have a 
different special technical feature than the special technical feature of the elected 
invention because claims 55-58 do not recite the method objective of the elected 
invention and require two antibodies, while the elected invention enhances the activity 
of a singular antibody. Therefore, it is submitted that the methods of claims 55-58 do 
not relate to the same single general inventive concept under PCT Rule 13.1 as the 
elected invention. Furthermore, it is noted that PCT Rules 13.1 and 13.2 do not provide 
for a single general inventive concept to comprise more than the first mentioned 
product, the first mentioned method for making said product, and the first mentioned 
method for using said product. Accordingly, the methods set forth in claims 55-58 do not 
form a single general inventive concept with the original elected method. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 55-58 are withdrawn from consideration 
as being directed to a nonelected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 
Applicant is further reminded that applicant cannot, as a matter of right, file a request for 
continued examination (RCE) to obtain continued examination on the basis of claims 
which the examiner holds are drawn to an invention other than the one elected (see 
MPEP §819 and 821.03). 

6. This application contains claims directed to the patentably distinct species of the 
elected invention. 

The elected invention is the invention of Group I, drawn to a method of 
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enhancing the activity of an antibody by making the antibody into a single-chain 
polypeptide comprising two or more light chain variable regions and two or more heavy 
chain variable regions. Accordingly, previously presented claims examined in this 
application were directed to a plurality of antibodies which bound a plurality of antigens. 

As newly presented and amended, claim 40 is generic to a plurality of species of 
the elected invention, wherein said antigen is selected from the group consisting of: 
members of the hematopoietic factor receptor family, members of the cytokine receptor 
family, members of the tyrosine kinase receptor family, members of the serine/threonine 
kinase receptor family, members of the tumor necrosis factor (TNF) receptor family, 
members of the G protein-coupled receptor family, members of the 
glycosylphosphatidylinositol (GPI)-anchored receptor family, members of the tyrosine 
phosphatase receptor family, members of the adhesion factor family, members of the 
hormone receptor family, myeloproliferative leukemia virus oncogene (mpl), 
erythropoietin (EPO) receptor, TPO receptor, granulocyte colony-stimulating factor (G- 
CSF) receptor, growth hormone (GH) receptor, insulin receptor, Flt-3 ligand receptor, 
platelet-derived growth factor (PDGF) receptor, interferon (IFN)-a receptor, IFN|3 
receptor, leptin receptor, interleukin (IL)-10 receptor, insulin-like growth factor (IGF)-I 
receptor, leukemia inhibitory factor (LIF) receptor, and ciliary neurotrophic factor (CNTF) 
receptor. 

M.P.E.P. § 808.01(a) states: "If applicant presents species claims to more than 
one patentably distinct species of the invention after an Office action on only generic 
claims, with no restriction requirement, the Office may require the applicant to elect a 
single species for examination". See M.P.E.P. §§ 81 1 .02 and 81 8.02(b). 

These species of the elected invention are deemed to lack unity of invention 
because they are not so linked as to form a single general inventive concept under PCT 
Rule 13.1. In this case, the species listed above do not relate to a single general 
inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, the species 
lack the same or corresponding special technical features for the following reasons: 

Notably, PCT Rule 13.2 sets forth that alternatives claimed in the same claim are 
linked by a special technical feature when the alternatives are of a similar nature. PCT 
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Rule 13.2 further sets forth that alternatives are of a similar nature when: 

(A) All alternatives have a common property or activity; and 

(B) (1) A common structure is present, i.e., a significant structural element is 
shared by all of the alternatives; or 

(B)(2) In cases where the common structure cannot be the unifying criteria, all 
alternatives belong to a recognized class of chemical compounds in the art to 
which the invention pertains. 

In this case, while the each of the species of antigen are receptors, each is a 
structurally and functionally different receptor antigen which comprises different amino 
acid sequences, respectively. Accordingly, the species of antigen are not of a similar 
nature because they all do not share a significant structural element and because they 
all do not belong to the same recognized class of chemical compound in the art. 

For these reasons, each method of the elected invention drawn to a species of 
antigen set forth above is not deemed to share the same or corresponding special 
technical feature so as to form a single general inventive concept under PCT Rules 13.1 
and 13.2. 

7. Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species to be examined even though the requirement may be 
traversed (37 CFR 1.143) and (ii) identification of the claims encompassing the elected 
species, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

The election of the species may be made with or without traverse. To preserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the election of species requirement, the 
election shall be treated as an election without traverse. Traversal must be presented at 
the time of election in order to be considered timely. Failure to timely traverse the 
requirement will result in the loss of right to petition under 37 CFR 1.144. If claims are 
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added after the election, applicant must indicate which of these claims are readable on 
the elected species. 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or clearly identify such evidence now of 
record showing the species to be obvious variants or clearly admit on the record that 
this is the case. In either instance, if the examiner finds one of the species unpatentable 
over the prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 
1 03(a) of the other species. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. Applicant is further 
reminded that a generic claim may be allowable over the prior art, but not necessarily 
over 35 U.S.C. 101 and 112. 

8. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a petition under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(l). 

Conclusion 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brad Duffy whose telephone number is (571) 272-9935. 
The examiner can normally be reached at Monday through Friday from 7:00 AM to 4:30 
PM with alternate Fridays off. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Larry Helms, can be reached at (571) 272- 
0832. The official fax number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see <http://pair-direct.uspto.gov> . Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Respectfully, 
Brad Duffy 
571-272-9935 



/Stephen L. Rawlings/ 

Primary Examiner, Art Unit 1643 



/bd/ 

Examiner, Art Unit 1643 
March 5, 2009 



